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. INTRODUCTION

Star Scientiﬁc' Inc “submits this response to oppose'a Citizen Petition

ﬁled on December 18 2001 asklng the Food and Drug Admmlstratlon

(FDA) to regulate ArrvaTM (Arlva) compressed smokeless tobacco |

"mgalett"TM (c1galett) plece‘s as "drugs or "foods" W1th1n the meamng of the "

Federal Food, Drug and Cosmetic Act (FDCA), 21 US.C. § 301, et seq. As

o we explam in detail below the Pet1t1on should be denled because 1t is based

on the factually erroneous assertlon that Ar1va isa candy

"confectlonery 1ntended to treat the dlsease of nlcotme addlct1on Instead
= 'Arlva isa compressed powdered tobacco product mtended to be used by

adult tobacco users for tobacco satlsfactlon, as are cigarettes, snuff or other

smokeless tobacco products. The Bureau of Alcohol, Tobacco and Firearms

(BATF) has classiﬁed Ariva as a,"Snuff,' Vsubject’ to the federal excise tax and

licensing requlrements apphcable to the manufacture and sale of smokeless
| tobacco products 26 U S C § 5701 et seq and Arlva is subject to the -

'Warning requirements of the Comprehensive Smokeless Tobacco Health
Educatlon Act of 1986 15 U. S C. §§ 4401-4408, and 1mplement1ng Federal

Trade Commlssmn (FTC) regulatlons Thus under the Supreme Court'

~decision in FDA V. Brown & Wzllzamson T obacco Corp 529 U S. 120
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~(2000), Ariva i a tobacco product that is outside the scope of FDA's

jurisdiction.
Star Sc1ent1ﬁc has advocated that Congress glve FDA comprehenswe
Jurisdlctlon to regulate the manufacture sale dlstrlbution labehng and

marketing of all tobacco products. To date Congress has not given FDA

~ this authority. Unt11 Congress acts, Brown & Wzllzamson deprrves FDA of
B authonty to regulate tobacco products absent clalms of therapeutic beneﬁt

by the manufacturer As Petitioners state, Star Screntiﬁc has "decxded to

market Ariva without thoste ,claimvs\,'fu ‘(Petition at 18). Therefore, Ariva, like
other tObacco produ’cts; falls outside the,j scope of FDA's ’pres’ent,jurisdiction.
- Star Scientific is a technology-oriented tobacco company with a

‘mlssmn centered upon the reduction of toxms m tobacco leaf and tobacco

- smoke. Star SCientiﬁc’ha‘s developed and implemented a patented and

commermally feasible non-chemical (StarCuredTM) tobacco curing

technology that s1gn1ﬁcantly reduces the formation of tobacco—specrfic

_nitrosamines (TSNAs), which respected scientists believe are cancer-causmg

toxins in tobacco leaf. In additlon to subhcensmg thrs tobacco curing

" technology to other companies Star Smentlﬁc is engaged in the
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‘ developmentof tobaccoproducts \using“Star‘CuredTM:tobaéco.z‘ One Ofthe.s@ -

tobacco products is Arlva which Star Scientific began sellmg on November

14, 2001 in test—markets 1n Dallas Texas and Rlchmond Vrrglma

The ingredlents 1n Arlva are 1dentlcal to those_m\Stonewall}'?'?»dry

| snuff, anotber of StarSc1ent1ﬁc's ,Skaelce.:S,,S,th%%Q products. BOt’h‘Ativas
* and Stonewall dry snuff are made of powdered Virginia StarCured™
:tobacco and l‘contain mmt, eucalyptus and Other natural ag.d artificial
B ﬂavormgs and mgredlents that are commonly found in smokeless tobacco

- products and c1garettes The only dlfference between the two smokeless

tobacco pro,ducts is that Ariya ,is compressed into ci galett preces.
’ Becausemcotlnels a naturally occurring alkalvoid in tobacco, and the

primary ingredient in Ariva is powdered tobacco, Ariva contains the same '

 natural nicotine as do all other smokeless and smoked tobacco products.

ific prev1ously developed a low-TSNA premium cigarette,

| called AduanceTM that used StarCured tobacco and contained an activated

charcoal filter which reduced certain gas-phase toxins. 'Advance™ is the
subject of another Citizen Petition filed by Petitioners. But as explained in
the press release attached as Attachment A to the Petition, Star Scientific

~ entered into an agreement under which Brown & Williamson took overthe

marketing and manufacture of Advance.

s See Press Release, Star Scientific, Inc., "Star Scientific Announces Test

Market of Ariva Smokele‘ssTobacco Cigaletts” (Attachment 2).
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The level of nicotine in anAnva cigalett is comparable to that in ‘a"light
e ~ ERE R
cigarette.
, Ariva is a sm,okeless tobgccg product for adult smokers who ﬁnd

themselves in 31tuatrons and env1ronments where they cannot, or do not want

to, smoke and for smoke;less t,obac,,tcorr,usersrwho,,,Wgu,tta,f:§m9k¢rl¢:§§1912?1999;&,r_,r, o
, product that does not requlre expe'(‘:t(l)rationﬁ.'5 A package‘of 20 Ariva
, "ci’ga‘letts sells for a ‘ret’éil price of around four dollars, which is comparable to

‘the cost of prem1um clgarettes and snuff.

| Because Arivaisa smokeless tobacco product 1ts packagmg contains

the health warnings reqmred by the Comprehens1ve Smokeless Tobacco '

regulations, 16 C.F.R. § 307.2. As required by those regulations, each

package of Ariva contams one of the followmg Warnmgs
(l) WARNTNG THIS PRODUCT MAY CAUSE MOUTH o

CANCER;

| see Star Scientific, "QUESTIONS AND ANSWERS", a Fact Sheet for |

Distribution to Public Health Colleagues, at 2 (Attachment 3).

~ * See Press Release, Star Scrent1ﬁc "Star Sc1ent1ﬁc And B&W Enter Into},\ o

Contracts for Purpose Of StarCured Tobacco, Development and Sale of
Very-Low TSNA Smoked and Smokeless Tobacco Products," at 1
(Attachment A to the Petition).
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~(2) WARNING: THIS PRODUCT MAY CAUSE GUM DISEASE

AND TOOTH LOSS;

(3) WARNING THIS PRODUCT IS NOT A SAF E

| ALTERNATIVE TO CIGARETTES

16 CFR. §307. 4(a) see also 15U. S.C. § 4402(a)(1)

The Bureau of Alcohol Tobacco and Firearms (BATF) has '

 determined that Ariva is a "smokeless tobacco product” within the meaning

of 1 the Internal Revenue Code which imposes federal excise taxes on

‘tobacco products and requ1res busmesses engaged 1n the manufacture of
~~ tobacco products to obtaln a hcense from BATF. 26 U. S C § 5701, et seq.

| ;,.,BATF granted Star Scientiﬁc a license to manufacture Ariva and Ariva is

~ taxed as a "snuff" tobacco product This is the same tax des1gnation that is

applled to Stonewall dry snuff

Arivais sold under;the ,sarne rules, regulations and requirements that

govern all tobacco products.7 'Thus, Ariva is kept in the same location in

¢ The Internal Revenue Code deﬁnes smokeless tobacco as "any snuff or |
! chewmg tobacco" and defines "snuff" as "any finely cut, ground or

powdered tobacco that is not intended to be smoked." 26 U.S.C. §§

5702(m)(1), 5702(m)(2); see also 27 CFR.§ 275.1 1 (same deﬁmtron in

BATF regulations)

7 See QUESTIONS AND ANSWERS, supra note 4, at 3.
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~ stores as other tobacco products and purchase requi'res Valid proof of age.®
: In addltlon each package of Arlva mcludes the followmg promment

labelmg "Underage Sale PI‘Ohlblted" and "THIS PRODUCT IS FOR

ADULT TOBACCO USERS ONLY" . ‘

~ Ariva is also the ﬁrst tobacco product to use chlld-resrstant packaging:

" The cigalett pieces are sOld in blister packs of 20. Star Scientiﬁc choﬁseb this
packagmg after rev1ewmg porson control data on the annual 1ncrdence of
, tox1c1ty arising from toddlers acc1dental 1ngest1on of tobacco products

| Although the label states that Arlva contams StarCuredTM tobacco w

does not state that Ariva cgntarl,nﬁs,lowernltr,osamlnes ' NordoesStar

 Scientific make any health claims for Ariva. Star Scientific has repeatedly

o ,stated that Arrva isnotas: okmg cessatron product but rather isa

smokeless tobacco product for use by adult tobacco users And Star

Sclentlﬁc clearly acknowledges the health hazards assoc,l,ated, With the use of

: 8 See, Star Sc1ent1fic v WHAT IS ARIVATM'?" ' aFact Sheet forDrstrlbutmn

to Pubhc Health Colleagues (Attachment 4)

r _ARIVATM Label (Attachment 5).

e ARIVATM FACT SHEET (Attachment 6)

" QUESTIONS AND ANSWERS supra note 4, at 2

n g See e.g, WHAT IS ARIVATM‘? supra note 8; QUESTIONS AND -‘

ANSWERS, supra note 4, at 4.



o all tobacco prdduets; 1nclud1ng those made With 'StarfCVuredcTM t‘o\baeg‘:c’),,13
Thus in add1t1on to the health warmngs requlred by federal law, the Arlva

package features an add1t1ona1 warnlng that states:

o "There are No safe tobacco products a

QUlttlng or Not startmg is your best option."™*

REASONS FOR DENYING THE PETITION o

L Arlva Cl aletts‘Are Not "Dru s
FDCA o o o -

~ a. Ariva Is A Smokeless Tobacco Product That Is Outsnde N
-The Scope Of The FDCA As Interpreted By The ‘
o Sunreme Court In Brown & Wil

f' ’WIthln"The Meanm ', Of The -

As Pet1t1;oners correcvtly note (Petltlon at 4), the FDCA defines V"drug"

- to in.clude,‘t'yar.ti,c;le,s 1ntended foruse in the diagnosis; Cure,‘ krﬁi‘t'igatiyokr‘l;
' treatment, or preVentioh;ot’ disease in wman or other a{himéi‘s‘“"' and "artic‘les'" |
| (other than food) 1ntended to affect the structure or any functlon of the body
| | | | ofman or other ammals N 21 U S C §§ 321(g)(1)(B) 321(g)(1)(C)
' Petitioners' pr1n01pal argument 1s that ’Arlya ;c/jlgaletts ‘ar,ne "'dru‘gs wlthrh the -

~ meaning of the statute because they deliver nicotine to the user to "treat”

~ * See Star Sc\ikentziﬁe ,,Pgoh‘cy‘ Statemeht, supra note 1.

" ARIVA™ Label, supra note 9.
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nicotine addiction and to affect the structure and function of the body.

(Petltton at 4—10)

Unhke some other tobacco cornpames Star Smentlfic does not dlspute

that nicotine is ad.dict,ive and affectsthestructureand functlon of thebody

Nor does Star Sc1ent1ﬁc dlspute that Arlva contams natural nicotine alkaloid.

,: On the contrary, the Ar1va label expressly states that "All tobacco products

- 1nclud1ng ArlvaTM -- contam nicotine, an addlctlve substance ni3 As

noted above the amount of ntcotme 1n an Ar1va mgalett is comparable to

 thatina light cigarette. But to end the analysis there overlooks the critical

 fact that Ariva contains natural nicotine alkaloid because it is a tobacco

d product like cigars, yc‘z'ga:re'tt‘es,’ snuffand c‘hew‘i'n‘gltc)b‘acco{ As FDA

concluded in the rulemakmg to restrlct the sale and dtstrlbutton of crgarettes

, and smokeless tobacco products to chlldren and adolescents all tobacco
- products could be classi‘ﬁed _as,"'vdru‘gs" because they contam mcottne, which
~ has "significant pharmacological effects,‘l and thus "affect the structure or
~any function of thebodv.’" B'r'own'& WilliamSon, 529‘U.lS.’ at 127 (quoting )
61 Fed. Reg at 44631) Nevertheless in Brown & Wzllzamson the Supreme

Court held that

- Anva Lébel’ Supranoteg(emphaSISlncluded onthe Anvalabel) B
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| Congress has clearly precluded the FDA from assertmg
jurisdiction to regulate tobacco products. Such authority is
- inconsistent with the intent that Congress has expressed in the
FDCA's overall regulatory scheme and in the tobacco-specific
. legislation that it has enacted subsequent to the FDCA. In light
- of this clear 1ntent the FDA's assertion of jurisdiction is
1mpermlssrble

529 U.S. at 126. That conclusmn apphes squarely to Arlva as well.

Instead of subjecting tobacco products to the FDCA, Congress created

| "a d1st1nct regulatory scheme for c1garettes and smokeless tobacco Brown

S & Wzllzamson 529 U S at 155 Th1s drstmct regulatory scheme forecloses

o the removal of tobacco products from the market and addresses the problem o

of tobacco and health"‘thmugh tobacco-spec1ﬁc labehnglaws,‘ such as t‘he‘ B

Federal Cigarette Labeling and Advertising Act (FCLAA), and the
Comprehensive Smokeless Tobacco Health Education Actof 1986

W(CSTHEA) ]a’ at 137

Congress adopted these tobacco labelmg laws agamst the backdrop of

:- FDA's consrstent and repeated statements that it lacked authorlty under the |

FDCA to fregulate tobacco products unless the manufacturer claimed thatthe

- tobacco product would have a therapeutlc benefit to the user. Id. at 144.
Ionreoverﬁ Congress "consldered and re]ectedbllls that \yould have granted

'the FDA such Jur1sdrct10n " Id Instead Congress dec1ded to subJect

crgarettes to the FCLAA, whxch regulates crgarette labehng and advertrsmg
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. with respectto any relationship between smOking and health, id. at 148, and

£ to subject smokeless tobacco products to the 51m11ar Iabelrng and advertrsmg |

restr1ctlons in the CSTHEA zd at 154 "Under these c1rcumstances " the

| Court concluded "Congress tobacco spec1ﬁc leglslatlon has effectwely
‘ratified the FDA's previdus pOSition that it lacks juriSdictiOn to regulate |

‘tobacco.” Id at156.

~ That holding compels the conclusion that FDA lacks jyurisdiction to

regulate Ariva. Arivais a "smokeless tobacco" product within the meaning

of the CSTHEA -- a statute whrchPetltlonerS completely 1gnore The |
- CSTHEA defines "smokeless tobacco ' as "any ﬁnely cut ground powdered

~or | leaf tobacco that is mtended to beplaced in the oral cav1ty " 15 U S C §

r 4408(1) Arlva falls squarely W1th1n that deﬁnmon As explalned above,

Arlva is composed of powdered tobacco that is compressed into a crgalett

| 'intendedto_be placed in the oral sc,a,,vity. Ariva also contams,the ﬂavormgs
~ that are contained in Stonewall dry snuff and are commonly used in other
i smokeless tob;accouproduCts as well. Indeed, Ariva is nothing more than a

” compressed Version of ,Stonewall dry snuff. See supra at3.

Petitioners nonetheless assert that Ariva is not a smokeless tobacco

| ‘product because consumers of Arlva w1ll not have to expectorate (Petltron

at 15). They are wrong The CSTHEA does not make expectoratron a

10
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" to make additional submis

i deﬁning attribute of a "smokeless t,obacco," product' 1ndeed ekpectorationis

o not mentxoned in the statutory deﬁmtxon at all Smokeless tobacco products

come in many forms mcludmg powdered snuff whole or ground loose leaf

| tobacco, individual pouches, 'and vhardened blocks, or _ropes of tobacco.

‘These products are frequently advertised as containing flavorings such as

menthol, eucalyptus, spearmint, citrus, vanilla, wintergreen, cherry, lemon,

and even Irish Whiskey.'® Some of these products are intended to dissolve

6 On Apnl 26 2002 as we were preparmg to file thlS response to the

mcludmg what it clarms isan analysrs of the chemlcal constltuents of Ar1va -

Glaxo argues that this analy51s demonstrates that Ariva is not S1mply a

"compressed hard tobacco product” because Ariva contains, among other

things, "sweeteners" and "flavoring ingredients. " Glaxo Comment at 2. We
have not had time to review the Comment in detail, and we reserve the r1ght
sions in response to this Comment at a later date.
But even assuming, for the sake of argument, the accuracy of Glaxo's

~ chemical analysis, it does not establish that Ariva is a "food" or "drug"

within the meaning of the FDCA, as Glaxo claims (at 2 & n.5). As we
discuss in the text above, tobacco products typ1cally contain sweeteners and

" natural and artificial flavorings and ingredients. See Snuff Types, available
~ at <<http: JIwWww. snuffshop com>>; and Snuff Products, available at
o ‘<<http /Iwww. c1garettesamer1ca com>>. Indeed, it is notable that Glaxo did

not compatre Ariva's alleged constituent elements with those of other

Fundoubted tobacco products such as c1garettes and morst and dry snuffs

The Glaxo Comment also erroneously states that Star Sc1ent1ﬁc has
made Ariva available for sale over the Internet. See Glaxo Comment at 2.
Star Scientific does not sell Ariva over the Internet, and it monitors the
Internet in an attempt to prevent tobacco distrit utors from engaging in such
sales. After Star Scientific contacted the Internet tobacco distributor

1dent1ﬁed in the Glaxo Comment the d1str1butor removed Ariva from itslist

1 : :
WDC99 594400-1.059144.001 1 ’



i

omEy

i ‘For example, the label from Oliver Twist Chewing Tobacco Bits

L 'keep between gum and cheek -- don't chew -- 1t‘s long lasting and slowly

WDC99 594400-1.059144.0011

in the oral cavity and do not require expectoration. For example, dry snuff

can be rubbed on the gums and allowed to dlSSOlVC in the mouth as does

k Ar1va 17 There are also chewmg tobacco b1ts that are 1ntended to dlssolve in

the mouth and contam labels statmg that expectoratlon is not requlred 15 The
CSTHEA's definition ofsmokelesstobacco encompasses all of these

' forrns, because' it include,s "anyﬁnely cut,'g“round, po\‘évdered;or“leaf tobacco |

~ thatis mtended to be placed in the oral cav1ty " 15 U.S. C § 4408(1)

: (emphas1s added)

N

Moreover Petmoners m1sstate the holdmg of Brown & Wzllzamson by .

clalmlng that it held only that FDA lacks Jurlsd1ctlon to regulate what

~ Petitioners deem to be "conventional” or '?tra,diti,@nall? tobacco products.
- (Pet1t1on at 16- 17) These terms -- which Petitioners deﬁne as "cigarettes,

01gars plpe tobacco, and conventxonal forms of chewmg tobacco and snuff' -

(z‘d. at 17) -- are not found n elther the quwn & Willriamtson, ,dec,,lsmn,orrthe. B

of available tobacco products and now notes "Sorry‘ ThlS tobacco product -

~isno longer available at this time."

7 As far as we have been able to determine, there are approximately ten

manufacturers and approx1mately 75-80 different brands of dry snuff

jescribes the product as a "Smokeless tobacco" ‘that the consumer should

elts giving you secret tobacco satisfaction w1thout expectorating.”
Attachment 7).

12
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products marketed w1thout manufacturer clarms o;

~ tobacco-specific statutes on which the Court relied. Instead, Brown &

Wzllzamson held that "there is no room for tobacco products wrthm the

FDCA's regulatory scheme" (529 U. S at 143 (emphas1s added)) and that
| "Congress tobacco specrﬁc statutes preclude the F DA from regulatmg

N 'tobacco products as customarily marketed" (id. at 156 (emphasrs added)). It

is clear, moreover, that the 'Supreme Court used the term "tobacco products

. as customarlly marketed" in the same way that FDA used the term 1n the |

challenged rulemakmg and subsequent lrtlgatlon -- that i 1s, to refer to tobacco

" Brown & Wzllzamson 529 U. S at 127 see also Brown & Williamson
| Tobacco Corp v. FDA 153 F. 3d 155 161 n. 9 (4th Cir. 1998) (notlng that

V FDA’s brlef used the term "customarlly marketed" to 1ndlcate 'tobacco

products with customary clalms such as smoking pleasure as opposed to

tobacco products marketed w1th specrﬁc therapeutlc clalms such as welght

loss") aﬁ"d 529 U. S 120 (2000) Petltlon for ert of Certlorarl FDA V.

Brown& Williamsorz, To%by,q,cco Corp., No. 98-11 52 at 12,n.3 (noting FDA's

v agreement w1th the Fourth Clrcult s use of the term customartly marketed").

Thus Petltroners attempt to portray Ar1va as a "non- tradltlonal"

- "smokeless tobacco product does not take the product outs1de the holding in

Brown & Williamson. Ariva is a "smokeless tobacco” roduct W1th1n the

13

rapeutlc benefit"
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- meaning of the CSTHEA on which the Brown & Williamson Courtrelied.

It is, therefore a "tobacco product" that falls outsrde the FDCA’s regulatory

scheme absent claims of therapeutlc beneﬁt by the manufacturer Wthh as

we explain below(and Petitioners, conced,e), Star Sc1entiﬁc does not make. 4

Because Ariva is a tobacco product, it cannot be analogized to FDA-

approved pharmaceutical drugs products, like the nic0tinepatchi, nicotine

gum "and the nicotine inhaler ‘ as Pvetitioners maintain. (Petition at 4—6).

These non-tobacco products whlch FDA regulates as "drugs" under the

| FDCA, are marketed as atds for tsm,o,,,kmlng cessation.! Intended to be used by" |

people who want to quitﬂsmok‘ing? these smoking cessation products

"partially replace[] the ‘ni;'cotine derivedufrom tobacco” to "help[] reduce

‘ W1thdrawal symptoms and "take the edge off [the] craving" to smoke.zo

Ariva in contrast, is a smokeless tobacco product that provrdes ntcotine to

¥ Similarly, FDA recéntlyiyvarnedwpharrnacie,s that nicotine lollipops and

~nicotine lip balm are "drugs" that cannot be sold without prior FDA approval

because the products are promoted "as aids for smoking cessation or to treat

- nicotine addiction" and contain a "drug substance, nicotine salicylate, which

is not permitted for use by pharmacists in compounding drugs." FDA Talk
Paper, FDA Warns Sellers of Nicotine Lollipops & Lip Balm That T heir

" Products Are Illegal (April 10, 2002), available at <<http:\\www.fda.gov/

bbs/toplcs/ANSWERS/2002/ANSOl 144.htmI>>. These products are thus

o distmgulshable from Ariva, which is not a smoking cessation aid, but rather
~ is a smokeless tobacco product that provides nicotine as a natural byproduct

of its presence in the tobacco leaf as do all tobacco products

) The Science o_f NRT, at 1-2 (Attachment B ,to the \Pet;tion).

14
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that FDA Iacked Jurlsdlctlo

the user in the same way that other tobacco products' provide nicotine -- as a

o natural byproduct of 1ts presence in the tobacco leaf 2 It is also marketed as

are other smokeless tobacco products w1thout clalms of therapeut1c

_beneﬁt Arlva is, therefore a tobacco product that 1s out51de the scope of

- the FDCA.

~ b. Because"Star‘ Sclentlfic Makesto Clalms of Therapeutlc
Benefit for Ariva, This Is Not The Unusual Case In
‘Which FDA Can Assert Jurisdiction Over a Tobacco
Product.

 As discussed above, the Supreme Court in Brown & Williamson held

n under the FDCA to regulate tobacco products

SO N

as customarlly marketed -- that is, w1thout manufacturer clalms of

1 Indeed, in the Petiton for Regulation of R J, Reynolds' "Eclipse Product
- that Petitioners filed on the same day as they filed this Petition for

Regulation of Ariva, Petitioners use this definition of a "traditional tobacco
product"” -- i.e., one that prov1des nicotine "as a natural consequence of its
presence in the tobacco leaf" -- to d1st1ngulsh tobacco products that they
“concede to be outside of the FDA's regulatory authority under Brown &
Williamson from those that they believe FDA continues to have jurisdiction

~ toregulate. See Petltlon for Regulatlon of R.J.Reynolds "Eclipse Product"
at 17

2 Arivais marketed for "WHEN YOU CAN‘T SMOKE"TM (Arrva Label
supra note 9), which is the type of slogan that is commonly used to market

[smokeless tobacco products to smokers. See Advertisements for Skoal

Flavor Packs (Attachment 8). Star Scientific's use of this slogan is therefore

_ consistent with the advertising of other smokeless tobacco products and does

" not suggest that Ariva is "functionally analogous to nicotine- substltutron

products,” as Petitioners maintain (Petition at 6).

15
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3 therapeutlc beneﬁt " 529 U S. at 127. Thus the Court drd not questlon

FDA’s authorlty to regulate tobacco products in the unusual case in WhICh a

manufacturer claims that,the product has a therepeutic beneﬁt, such as

| weight loss. Supra at 13 |

Petitioners concede that Star Scientific is not making "explicit health

- claims in connection with marketing Ariva." (Petition at 12). Nevertheless,
tw,;,they assert that Star Scieﬁntiﬁc"'s previous state'ments that StarCured™

_ tobacco contains far lower levels of carcmogemc tobacco-spec:1ﬁc

n;t;g;a@eg (TSNAS than are ound comventionallycured obaceo
~ prowde a ba51sp for FDA te rnrestlgate ttrhether there rrxay be érountis for a
4 future assertxon of FDA jurisdiction over Ariva.,,r Id. | _Petitioners,,,are,wrong.
- As explained abeve, the label S"tatesy.fhattAr,iV?l bkdliltc%ins, StarCured™ ...
- tobacco, but does not state that Ariva contains "lower nltrosamlnes See
| | supra at 6. In addmon each Ar1va package contams one of the three

: | Warnmg staterr‘lercrts fers‘rrrekel‘essr }tobac’co prodacts requtred by the o

'CSTHEA and Wthe' imple}hehtiﬁg' ré’gulaﬁons‘prom‘ulgated by the‘Federal

| Trade Commlssmn See 15 U S C § 4402(a)(1) 16 C F.R. § 307 4(a) and

16
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' r1sk ass001ated w1th 1ts use

) _reductlons in smokeless tobacco leads to reduced rlsk of oral cancer.'

Quitting or Not starting is your best option."

~ See supra at 7.

Moreover Star Sc1ent1ﬁc has repeatedly stated that "there is no proof |

that reducmg the TSNAs in ArlvaTM wrll lead to a reductron in the health

n23 and has pubhcly acknowledged that

"[a]ddltlonal studles must be undertaken to demonstrate that TSNA

"24 . .

”Thus, Star Screntrﬁc,h\as not made)ﬁany health or drug clalms‘about Ariva,®

|7 Star Scientific, "TOBACCO SPECIFIC NITROSAMINES," a Fact Sheet

for Distribution to Public Health Colleagues (Attachment 9); see also, e.g.,

B QUESTIONS AND ANSWERS supra note 4, at 1 ("there is currently no
' proof that lowering rutrosammes w1ll_decrease health risk").

% QUESTIONS AND ANSWERS, supranote 4,at 1.

» Ariva is therefore dlstmgulshable from the GumSmoke example cited in
the Petition (at 11). Gumsmoke was a tobacco flavored chewing gum that

~ was subject to FDA regulation as a food, because gum is expressly included

in the FDCA definition of "food." See infra at 22. In addition, a FDA
compliance officer in the letter quoted in the Petition expressed his concern

- that the proposed marketmg of a gum containing small amounts of tobacco
" ‘might convey the impression that it was a safe and effective product for

"people who want to quit smoking." Letter from Kevin M. Budich,

' "Compliance Officer, OTC Compliance Team (HFD-312) to Paul Perito,

dated July 22, 1998, at 3 (Attachment E to the Petition). In contrast, Star

| ‘;Sclentlﬁc has not made any "smoking cessation claims" about Ariva See
‘supraat6. Andasa ‘smokeless tobacco product, Ariva is subject to the
 regulation, control and labeling requirements applicable to smokeless

17
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~ and there is no basis for'FﬁD"A' to ''co'miuct“.'51‘1"1”in\'/estigatior1.2'6 .

2. Ariva Clgaletts Are Not "Foods" Contammg A "Food
Additive" Wlthm The Meaning Of The FDCA -

 Petitioners' ﬁnal cpntentmn 1s«thas,,.tts,Ar..wa;cngaletts shouldbe

- considered an adulterated "food" containing a "food additive" (tobacco) that

is not generally recognized as safe for use in foods. (Petition at 12-16).

That contention should berej ected for two independent reasons. First, Ariva

ﬁi‘s"nyot a "food" w1th1n the meaning of the FDCA (ahd, therefore, the tobacco

" in Arivais nota "food additive" either). Second, the reasoning the Supreme

tobacco products wh1ch would clearly negate any such 1nference about R
' Arlva

% As noted above, Star Scientific's statements that Ariva contains lower
" nitrosamines cannot be interpreted as a claim that Ariva poses less risk than

do other tobacco products, because Star Scientific has repeatedly stated that

- there is no proof that reducing the TSNAs in Ariva will lead to areductionin

the health risk associated with its use. But even if Star Scientific's
statements were interpreted as claims that Ariva poses less health risk to
consumers, FDA would still lack jurisdiction over Ariva because the agency
has previously disavowed that it has jurisdiction to regulate reduced-risk

claims for tobacco products. See Letter from Mark Novitch for Jere E. . |
Goylan, Commissioner of Food and Drugs, to John F. Banshaf, II and Peter

Georglades (Nov 25, 1980) (rejecting Citizen Petition to regulate attached
L te filters as medical devices) (Attachment 10). This

letter was cited in Brown & Williamson, 529 U.S. at 153, as evidence of
FDA's longstandmg understandmg of its jurisdiction under the FDCA. See -
also FTC'v. Liggett & Myers Tobacco Co., 108 F. Supp. 575 (SD.N.Y.

~ 1952) (aclaimthata tobacco product has a "non-adverse effect” on the user -
~ isnota drug claim under the identical "drug" definition in the Federal Trade

Commission Act) aﬁ"d 203 F.2d 955 (2d Cir. 1953)

18
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Court used in holdmg that tobacco products are out31de the scope of the
"drug prov1s1ons of the FDCA is equally apphcable to the "food" prov1s1ons
. of the statute. Thus FDA lacks Jurtsdlctton to regulate Arlva as a food

Ar1va is not a "food" Wlthln the meanlng of the FDCA That | ‘ ‘

statute deﬁnes "food" as "amcles used for food or drmk for man or other o

animals;" a "chewing gum," or "articles used for components of any ‘such |
arficle.” 21 US.C. § 321(f). Petitioners do not claim that Arivaisa
chewmg gum ora component of some food product Instead they claim that

| Am’a Is "aﬁ "artlcle[] used for food "21 USC §321(f)(1) that is, itis

'used by people in the ordmary way most people use food -- prlmarlly for

- t;.;'taste aroma or nutr1t1ve Value " Nutrzlab Inc. v. Schwezker 713'F.2d”335

, 337 (7th C1r 1983) But Petltloners have no support for this clalm other ,

than their bald assemon that Ariv: st be d for f od because in the1r

~ view, Ariva is a "mint tastiﬁgc”andy’;"’""cdlﬁﬁarabté toa Tic-tacmint.”

(Petitionat 12, 13). Petitionersare wrong.,

 Certainly people use Ariva because they like it: they like the tobacco

satisfaction it prov1des But if that makes Anva a “food ” then so are

N mgarettes snuff and chewmg tobacco foods Wthh plamly they are not

ThlS argument is one more example of Petltloners unwﬂlmgness to accept '

- the teachmg of Brown & Wzllzamson that Congress in the FCLAA and the
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- CSTHEA has devised a distinct regulatory regime for tobacco products,and

that other regulatory regimes are not to be twisted into applications Congress

did not intend. See infid 4 22:24.
;‘Moreover’,r Petltloners‘ speculation,that’Ar’iya is ";l‘i‘ke afood in its ,’Very
form" and"wﬂl be used asmlnttastlngcandy" (Petmonat 12) ﬁnds no |
. support in the record. As ,dis‘cussed in detaiiabove, Anva is not a "mint
- tasting candy." Itis a ,co;rnpres‘sed version of Stonewalﬁl‘ dry snuff, a
smokeless tobacco product that no one has ever suggested is like a candy or
"used for food The only d1fference between Stonewall dry snuff and Arlva
:rs"that’ Arlva 1s compressed 1nto a hard pellet whlle Stonewall dry snuff
o remams in powdered form. The 1ngred1ents in the two smokeless tobacco
. ‘products are exactly the :sarne, and there 1S NO candy coatrng added to the
~ Ariva cigalett. See supra atr 3 Consequentfy, Arlva does not taste Iike
candy. Instead, it has a tobacco taste, described by some as slightly bitter.”
| NOI’IS Ariva marketcd as a Candy. TheAriva package dOes not clann -
that the product isa candy, or even rnention that lt has amlnt flavor.
Instead, Ariva is marketedc as atobacco product to beﬁ used by srnokers in
situations Wherethey cannot,or do not wantto, smoke | The Arlva Vpackage

states that it contains "20 VCi‘gaIefth‘pieces’V(Conipre‘ssed' Po{ydered h

| 7 QUESTIONS AND ANSWERS, supra note 4,at 3.

20
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Tobacco"), and that Ariva is"A Smokeless Tobacco Rroduct":fo’,ruses"whﬁzn

“you might otherwise have a cigarette but can't."*® And because Arivaisa_
tobacco product, it is sold not in the candy aisle of stores, but with other

 tobacco products pursuant to the rules, regulation'syarld taxes thatare

applicable to the sale of tobaoco products. ‘Sveie"syupra ats.

 These facts distinguish Ariva from the "Masterpiece Tobacs" and

GumSnjoke produ‘cts'cited' in the'Petition'(at l‘Z-Wl 6) MFDA rejected the

: manufacturer s clalm that "™ terp1ece Tobacs" was a smokeless tobacco S
: product and 1hstead determmed that "Masterpreoe Tobaos uxras a "food" -
‘because it looke,d, tasted,’ and ,eheWed hke a ,,ch,emn‘g’ gurn,‘ andlt contamed a
UC‘heWingvgum base as well as tobacc029 Inmakmg this deterrhination,-FDA

' relled on Umted States V Techmcal Egg Products Inc 171 F. Supp 326

328 (N D. Ga 1959) Wthh held that 1tems that are generally regarded as

foods are "foods" wrthm the meamng of the FDCA even 1f the seller claims

* that he does not intendrto,_s';ell,the lht,cm,,s for human consumption. Thus, the

*court hld that rotten eggs, which the distibutor claimed wouldnotbesold

% Ariva Label, supra n‘ofte 9.

» Letter from John M. Taylor Associate Commrssroner for Regulatory

- Affairs, FDA, to Stuart Pape Apnl 12 1988 at 1, 3 (AttachmentG to the

Pet1t1on)

-.21



717

o

i

e

» Budich Letter, supra note 24, at 1. -

for human con}sumptiony,zwere nonetheless "food" 'Within,therneaning of the

 FDCA because eges are generally regarded as foods and "arotten egg is one
: drffermg only in degree rather than in kmd from a sound egg fd‘ see also |
| Unzted States V. 52 Drums Maple Syrup, 1 10 F 2d 914 91 5 (2d C1r 1940)
‘ (maple syrup containingunduly high concentratlons of lead is a "food",,even_
 though the dist'ributor,ﬁc,laimﬁe;d,that,.sh,elwquldr;emove the lead before selling

St to consumers because maple syrup is generally regarded as a food)

Srmllarly, GumSmoke was "a tobacco ﬂavored chewmg gum" that

was mtended to be marketed as a food 30 As noted above chewmg gum is
‘spe01ﬁcally classrﬁed as a "food" under the FDCA 21 U S C § 321(f)(2)
 But Arivaisnota chewing gum. Morcover, Ariva s not marketed 5. food.

~anditis not the kind of product that is generally regarded as a food. Instead

1t isa smokeless tobacco product that contains the same 1ngred1ents found in

* other smokeless tobacco products, is used prrma’rlly for tobacco satisfaction, -
* tobacco product. There s, therefore, no basis for concluding that Arivaisa
. "food" under the FDCA ’ ’ | |
| b, Although Brown & Wzllzamson d1d not spe01ﬁcally address the | N

questron whether FDA has authorlty to regulate tobacco products as "foods"

22
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 underthe FDCA, the analysis the Court used in holding tht tobacco
. products are not dmgscompels the conclusion that they are not "foods”

~ either. Ifthe Petition were granted, StarﬂScﬂi‘enti_fic conldnot sell Ariva
‘unless ‘it obtains FDA‘s permission to use tob’ac‘co in Ariva. To 'obtain such
prtston, St Scintic wiald v Tl gty Tood s

 (B) a statement of the conditions of the proposed use of
- [tobacco], including all directions, recommendations, and
- suggestions proposed for the use of [tobacco] and 1nclud1ng
- specimens of its proposed labelmg,

~ (C) all relevant data bearing on the physical or other technical
effect [tobacco] is intended to produce, and the quantity of
- [tobacco] required to produce such effect; '

* %k k

(E) full reports of mvestlgauons made with respect to the safety
-~ for use of [tobacco], 1nclud1ng full information as tothe
- methods and controls used in conducting such 1nvest1gat1ons

k 21 US.C. § 348(b)(2) And even after such a pet1t1on were ﬁled Star

Scientiﬁc still could not sell Ariva unless FDA detemnines that tobacco can

be safely used asa food addltlve in Ar1va 21 U S C § 348 (c) ThlS result
| would be inconsistent w1th laws that "foreclose[] the removal of tobacco

: productsfrom the markeft;',' ;Br,o,fw}i &Wzllzamson,529 US at 137.

23
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' Moreover, after extensively reviewing the history of the nation's

_tobacco laws,, the Court in,Brown & Wz’lliamson concluded:

~ Owing to its unique place in American history and society,

. tobacco has its own unique political history. Congress, for
better or for worse, has created a distinct regulatory scheme for
tobacco products, squarely rejected proposals to give the FDA
jurisdiction over tobacco, and repeatedly acted to preclude any
agency from exercising 31gn1ficant pohcymakmg authority in

- this area. Given this history and the breadth of the authority
that the FDA has asserted we are obliged to defer not to the

~ agency's expansive construction of the statute, but to Congress'
consrstent Judgment to‘ deny the FDA this power.

| 529 U. S. at 159 160 That reasonmg is equally apphcable to the "food" N

o prowsrons of the FDCA Tobacco products are srmply not covered by that

statute.
EXEEES

* As we have already‘explained, Star SCi_entiﬁcfaCRnowledgesthat all

~ tobacco products -- ”including Ar1va - poserisksto human health. “For this

reason, Star Smentrﬁc supports efforts to give FDA Jurlsdrctron to

1mplement falr and meamngful regulatlons over the manufacture sale

 distribution on, 1 abehng and marketmg of all tObacco products But as the

Supreme Court explained m Bown & Williamsqn,‘ Congress has made a

 different « choice. Instead of ,subj ecting smokeless tobacco products to FDA

;regulatlon under the FDCA Congress enacted the CSTHEA whrch requlres

among other thmgs that smokeless tobacco products contain spec1ﬁed

4
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i health Warnlngs( 15USC § 4402(a)(1)), andthatmanufacturersprov1de R
,the Secretary of H’ealth'and Human Services w1th a list of the ingredients N

 ad theamount of icorin contaned i he smokeles tobaceo producs
(id. § 4403(a)). The S‘écfrétafy may th‘e'r; conductresearch and reportto

Congress 1nformat10n about any mgredlent he belleves to pose "a health risk

to users of smokeless tobacco Or any other 1nformat10n he "determmes to

be in the publlc interest.” Id § 4403(b)(1)

Although the CSTHEA is not Petmoners preferred way to protect the

pubhc from the dangers of smokeless tobacco products that is the system

chosen by Congress, and it must be applred equally to Arrva and all other S
g smOl(eless tobacco products. As explained abo‘ve PetitiOners"attempt to

~ limit the CSTHEA to what they belleve to be "tradltlonal" tobacco products B

whlle extendmg the FDCA to tobacco products llke Arlva ﬁnds no support

B '1n the text of the CSTHEA or the Brown & Wzllzamson decrston What the
i Supreme Court said in Brown & Wzllzamson is equally true in thls case: "in

s "ouranxiety to effectuatethe congresSional purpose of protecting the public,

we must take care not toi extendthe scope of the statute beyond the point

‘where Congress indicated it would stop. Reading the FDCA as a whole, as
* well as in conjunction with Congress' subsequent tobacco-specific

| legi‘slation,1 it is plain that Congress has not given the FDA the authority"to

23
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: regulate ytObacco prodilcts‘al)sent claimsy of tller’apeutic ‘bene'ﬁt'by ihe

Ty manufacturer 529 U S. at l6] (mtemal quotatlons and cutatnons omxtted)

CONCLUSION C

For these reasons, the Petmon for Regulatlon of Anva should be

demed

Dated May 1, 2002
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